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PRELIMINARY AMENDMENT 



Prior to an action on the merits, Applicant respectfully requests that the following 
amendments be entered in the above-referenced application. 

In the Specification: 

Please replace the title with the following: 



Pursuant to 37 CFR 1.1 21 (b)(1) (Hi), a marked up version of the specification showing 
the changes made appears as Appendix A of this Amendment. 

In the Claims: 

Please cancel claim 1 without prejudice or disclaimer. 

Please add the following new claims: 

94. (new)A method of treating a patient afflicted with multiple sclerosis, comprising 
administering to said patient a statin compound or a functionally or structurally 
equivalent molecule thereof, in an amount effective to treat or at least partially alleviate 
the symptoms of multiple sclerosis. 

95. (new) A method of treating multiple sclerosis, comprising administration of at least one 
statin, or a functionally or structurally equivalent molecule thereof, to a subject in an 
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amount effective to modulate IFN-y-induced MHC class II expression and/or CD40 
expression in the subject, such that multiple sclerosis symptoms are treated or at least 
partially alleviated. 

96. (new)A method of treating multiple sclerosis, comprising administering to a subject 
having multiple sclerosis at least one statin or a functionally or structurally equivalent 
molecule thereof, in an amount which is effective to inhibit IFN-y-inducible MHC class 
II expression and/or CD40 expression such that inflammation is reduced. 

97. (new)The method of any one of claims 94, 95 or 96, wherein said patient does not suffer 
from hypercholesterolemia. 

98. (new)The method of any one of claims 94, 95 or 96, wherein said statin is selected from 
the group consisting of Compactin, Atorvastatin, Lovastatin, Pravastatin, Fluvastatin, 
Mevastatin, Cerivastatin, Rosuvastatin and Simvastatin; and combinations thereof. 

99. (new)The method of any one of claims 94, 95 or 96, wherein said statin is administered 
in conjunction with a second multiple sclerosis drug. 

100. (new)The method of claim 99, wherein said second multiple sclerosis drug is p- 
interferon or Copaxone. 

101. (new)The method of any one of claims 94, 95 or 96, wherein said statin or 
functionally or structurally equivalent molecule is administered orally. 

1 02. (new)The method of any one of claims 94, 95 or 96, wherein said amount is at 
least about 10 to 80 mg per day. 

1 03. (new)The method of any one of claims 94, 95 or 96, wherein said amount is at 
least about 20 to 40 mg per day. 

1 04. (new)A kit for treating a patient having multiple sclerosis, comprising a 
therapeutically effective dose of an agent for treating or at least partially alleviating the 
symptoms of multiple sclerosis, and a statin or a functionally or structurally equivalent 
molecule thereof, either in the same or separate packaging, and instructions for its use. 

1 05. (new)The kit of claim 104, wherein said agent for treating multiple sclerosis is 
selected from the group consisting of P-interferon and Copaxone. 
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106. (new)The kit of claim 104, wherein said statin is selected from the group 
consisting of Compactin, Atorvastatin, Lovastatin, Pravastatin, Fluvastatin, Mevastatin, 
Cerivastatin, Rosuvastatin and Simvastatin; and combinations thereof. 

107. (new)The kit of claim 104, wherein the dose of statin is at least about 10 to 80 
mg per day. 

1 08. (new)The kit of claim 1 04, wherein the dose of statin is at least about 20 to 40 
mg per day. 

Pursuant to 37 CFR 1.121(c)(1)(H), a marked up version of the claims showing the 
changes made appears as Appendix B of this Amendment. 

REMARKS 

The cancellation of and/or amendments to the claims are being made solely to expedite 
prosecution of this application. Applicant reserves the option to further prosecute the same or 
similar claims in this or in another patent application. No new matter is added. After entry of 
this amendment, claims 94-108 are in the case. 
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CONCLUSION 

On the basis of the foregoing amendments, Applicant respectfully submits that the 
pending claims are in condition for allowance. If there are any questions regarding these 
amendments and remarks, the Examiner is encouraged to contact either of the undersigned at 
the telephone number provided below. 




fvor R. Elrifi, Reg. No. 39,529 
Nicholas P. Triano III, Reg. No. 36,397 
Attorneys for Applicant(s) 
MINTZ, LEVIN, COHN, FERRIS, GLOVSKY 
and POPEO, P.C. 
One Financial Center 
Boston, Massachusetts 02 1 1 1 
Tel: (617)542-6000 
Fax: (617)542-2241 



Dated: January 23, 2002 
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In the Specification: 

Please replace the title with the following: 
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Appendix B: marked up version of the claims showing the changes made 
In the Claims: 

Please cancel claim 1 without prejudice or disclaimer. 

Please add the following new claims: 

94. (new)A method of treating a patient afflicted with multiple sclerosis, comprising 
administering to said patient a statin compound or a functionally or structurally 
equivalent molecule thereof, in an amount effective to treat or at least partially alleviate 
the symptoms of multiple sclerosis. 

95. (new)A method of treating multiple sclerosis, comprising administration of at least one 
statin, or a functionally or structurally equivalent molecule thereof, to a subject in an 
amount effective to modulate IFN-y-induced MHC class II expression and/or CD40 
expression in the subject, such that multiple sclerosis symptoms are treated or at least 
partially alleviated. 

96. (new)A method of treating multiple sclerosis, comprising administering to a subject 
having multiple sclerosis at least one statin or a functionally or structurally equivalent 
molecule thereof, in an amount which is effective to inhibit IFN-y-inducible MHC class 
II expression and/or CD40 expression such that inflammation is reduced. 

97. (new)The method of any one of claims 94, 95 or 96, wherein said patient does not suffer 
from hypercholesterolemia. 

98. (new)The method of any one of claims 94, 95 or 96, wherein said statin is selected from 
the group consisting of Compactin, Atorvastatin, Lovastatin, Pravastatin, Fluvastatin, 
Mevastatin, Cerivastatin, Rosuvastatin and Simvastatin; and combinations thereof. 

99. (new)The method of any one of claims 94, 95 or 96, wherein said statin is administered 
in conjunction with a second multiple sclerosis drug. 

100. (new)The method of claim 99, wherein said second multiple sclerosis drug is [3- 
interferon or Copaxone. 

101 . (new)The method of any one of claims 94, 95 or 96, wherein said statin or 
functionally or structurally equivalent molecule is administered orally. 
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102. (new)The method of any one of claims 94, 95 or 96, wherein said amount is at 
least about 10 to 80 mg per day. 

103. (new)The method of any one of claims 94, 95 or 96, wherein said amount is at 
least about 20 to 40 mg per day. 

1 04. (new)A kit for treating a patient having multiple sclerosis, comprising a 
therapeutically effective dose of an agent for treating or at least partially alleviating the 
symptoms of multiple sclerosis, and a statin or a functionally or structurally equivalent 
molecule thereof, either in the same or separate packaging, and instructions for its use. 

1 05 . (new)The kit of claim 1 04, wherein said agent for treating multiple sclerosis is 
selected from the group consisting of P-interferon and Copaxone. 

1 06. (new)The kit of claim 1 04, wherein said statin is selected from the group 
consisting of Compactin, Atorvastatin, Lovastatin, Pravastatin, Fluvastatin, Mevastatin, 
Cerivastatin, Rosuvastatin and Simvastatin; and combinations thereof. 

1 07. (new)The kit of claim 1 04, wherein the dose of statin is at least about 1 0 to 80 
mg per day. 

108. (new)The kit of claim 1 04, wherein the dose of statin is at least about 20 to 40 
mg per day. 
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